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Claims 1, 4~i0, 16-1?. 19-20, 23-28. 31-35, 39-41, and 71-72 are currently 
img n - i i application. Claim ras >ee s - is 

supported by paragraph 39 of the instant specification Claims 1. 10. 1?. 35. 40 ?i and 
C have ss < t d in osoer to further identify th i < < 

claim amendments are supported throughout the v * - 
paragraphs 28 and 29. The amendment in eiaim 40 is also supporte ys a a >h 4S 
of i:he insian: ^ t vi Claims 2-3, 11-15, 18, 21-22, 27-30, 30-33. end 42-70 have 

been cancelled Applicant reserves the right to pros* / h« iubjeci natts of the 
v ce e ) tinuatfon o< nti juat 

Applicant respectfully acknowledges the time taken by the i a 
Interview of November 4, 2009. Applicant wishes to thank the Examiner. The 
amendmc ^ > > * >v e 

n vsevv x ^tfuily subrnii that pursuant t< lese dis- i claims 

are now in condition for allowance. Reconsideration and withdrawal of U vOnq 
I u e s t ed 

Response To ReMctlon Under 35 U.S.C. § 112, f 1 

Claims 1. 4-10, 16, 17, 19. 20, 23. 24, 35, 39-41 , 71, and 72 have been 
rejected under 35 U.S.C. § 112, 1|1 as failing to comply with the written description 
equireme - .Reeve % no! providing adequate suppor for an li 

>nt. , s\ <. /»♦ *n *> r^d'o* i x v <> the 

prosecution of 0ns application, applicants have amenoen claims 1, 10, 17, 35, 40. and 
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Sfcfiai Ntt.: 

71 in order to address m Examiners concern. These amendments are supported 
throughout the instant specification. 

Pursuant to the recommendations of the Examiner and Supervisory 
Exam ne- W n , , s > ^ nave defined the term "agent" tn \ specification as 

an , <a < test ent Cytotoxic and cytostatic agents are intracellular 

inhibitors tnat inhibit and/or destroy macrophages and m ^ ! 

sbes to> w tost tic agents In paragraphia 2 MPEP N " 01 

Section IV. states that lain applicant is entitled to he his or her own lexicographer and 
ea;v ebut tf > on that claim terms are to he given ;ru r ;r:imn\ and 

customary meaning by clearly setting forth a definition of the term the » different t m 

v> > s o f <~ m u m» j ^ > v t 

Ctr 994 v v <. <. agents are well recognized In the ah: and have weii 

understood meaning. The specification provides ample description of representative 
examples of such eg* a * so that one of skill In the art recognizes the meets and bounds 
of the invention as claimed. The claims are directed to formulations of IK : srm I sum 

ige oonta } > - cm;; igt x to tn atment 1 m 
as described throughout the specification. 

spec contains severe examples f prefei ? the 

claimed ,N * « i >phosphonaies may be used as t t sgen i the 

ned formula % s i sy paragraphs 28-34, figures i-3. and example 1 

™\w .vpc- st cctoies o* ^ " - , ► 

formul? i - i provided to e> as shov : agra v 31 

I 32 endro ate o t a nstanf s ectof >r kd the 
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specification also sets forth other acceptable agents for use in the claimed formulation. 

<aa - nan- >| ii ition describes funi - Titers of 

the class c\ t\Of a cytostatic agents to include an example ookl selenium 

>aclitaxei sirolim s. and everoiimus. The s 
demonstrates use of the instant invention using alendronate, a bisphosphonale. 
iowe\ f < l! > ' > < > 4j i ppiiCO * 

n T*'i ^ * ~ -va j^ss of agents to he<« ~w a ■» 

the sk Ilea io i ndersiands that me form*, a 

e ite myoca tion ,o targeting the fu"m * ^ » v. and 

- tii: sling the i th this teaching, the skilled s - 

cytotoxic/cytostatic agenl can be used to fulfill the objectives of the claimed invention, 
The specification provides ample description to guide the skilled artisan to this 
understanding. (See, e.g. , paragraphs 10-13, 19-20, 24-34, 47-50.) 

Reconsideration and withdrawal of this rejection under 35 U.S.C § 112. 
c ~ s esp h -quested. 

Response To ..Rejection Under .3.5 .,U,S,C,,,§ i831aj 

Claims 1, 4-1 0, 16, 17, 19, 20, 23-26, 31-35, 39-41 71 and 72 have been 
rejected under 35 U.S.C. § 103(a) as unpatentable eve P&nmmn et ? \ 
Liposomal and Free Bisphosphonates on the IL-1p, 1L-6. and TNF-e Secretion from 
RAW 284 Cells In Vitro/ 5 Pharmaceutical Research. Vol. 12, No. 6, pp. 916-922, 1995} 
and Hack eta U.S. Paten No 6,090,777} in view o x Uh> sr. e< anc 
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Atherosclerosis." Gen. Pharmacology, Vol. 35, pp. 287-298. 2002) and Hop* a at 
\ mis res f ee wit! 

An discussed during the interview, the combination of Pennanem Hack. 
Yiitaio ana Hope vvouie not lead one of skill in the art to the claimed invention None of 
Pennanen. ^ * * Hope teach or suggest a treatment for an acute rr>yocardiai 
- ration, I f the; mees describes or eupre — * > - v ^ 

s the case of Pennanen a Yhson s s 

Yisfaio unci Hone, atherosclerosis. Applicants raspeY* - "* 
be combined with the teachings of these references because it is directed to an 
invention to Inhibit the activation of the compiermnt system, whieb occurs in the course 
of acute myocardial infarction. (See column 4. lines 59-62 {emphases added:- f One 
skilled in the art would not combine Pennanen, Yliialo or Hope a * k " - ^ < 
be use t is ulerstco the art that liposomes activate the ( r\\ 
a video en a i,:t- .n e by SzeDens {See a-v> 

* - a Cntica*' R*-\ , 

Systems 15(1 57-88 ' 958; 

The Sweden, article la copy of which is filed .vY. due suspense) essences 
\ ^ erein Iposomt^ v 

^ > i iposomes are «. - * w * 

system as foreum a; Y they wan C sctwuiloa, : t Sec p d - la % tea - - - • > 
a! \M\ by inhibition of the complement system In contrast posorm \n i N 
art as activators of the complement system according to Szebenl Therefore one 
skilled in the art would act combine the teachings of the Hack reference oYh Pennanen. 
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YTmo and-'or Hope which all describe the use of liposomes for delivery of drugs 
I i ! v jus* >so Ties 

activate the complement system. 

Further, as discussed previously, the Pennanen, ylltslo and Hope 
references describe treatments for chronic diseases. Permanen suggests dad "cnrenlc 
* * -n «■ f" ^hvi i i * > x > t 

* ' ^3 No^e o* - or 
suggest a method of treating a patient having an .acute mvocv - ' > * - . X 
in I e >st u faim* tp$ mis n stain that the pnysseol evt nts * \ 1 

acute myocardial infarction are completely different from those occurring riunnc 
atherosclerosis. VNtaio, Hope and pennanen describe the use of hn \0h 

1 » i - , .NO i <H^< , <> sr * N \ 

and treatment regimes. While chronic diseases requ>?e td\ icao h< v5 >t he 
tolerated over long periods of time, acute disease conditions require quick and 
sometimes extreme treatments. One skied in the art would not look to to mn nm for 
s ^ c- ^ or heatments of acute ~< , 1 ;^ ' . - m 
n>- < * x * « <t combine Ha, - f m 

K s a ^ s - : nrants respectful^ r eave<d 
withdraw this § 1 03(a) rejection of Claims 1, 4-10. 16, 17, 19. 20. 23-26. 31-35. 39-41, 
71, and 72. 
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Double Patenting Rejection 

he E < < nine >as pro\ sic iall> ejects 1 the pen j-ng - laims a? tn - ground 
n^i , * ' * < s- , i> > i }5< i f 

12 of copending Application No. 10/871.488. The Examiner has also provisionally 
rejected the ponding claims on Iho ground of nonstatutory obviousness-type double 
He ; t s banc pa ml * ovcs aims \ 4 g 1/-20 23 24 2 2t 32 6 38 
- s ~ ' o^obi ;n \o 11/190,787. Thes* 

premature because no patent has yet issued from the co-pending applications 
* o - . c? Reconsideration and vwtndrawa of ^ s - a** 

respectfully requested. 

CONCLUSION 

sons, it is respect nnIIc 
a, " N n i < N n > lowunce. Favorable reeonsicN ration and of 
s un>s 2 J-2P 31-35 39-41, anc 7 " 72 ;s ^ » oou 

* "emain, or if the Examiner has any s jgges i v rc 

allowance of the application, the Examiner is invited to contact the undersigned 
attorney. 
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AUTHORIZATION 

The 2 - * .-or s hereby authorized to charge any additional fees 



which may be required for consideration of this Amendment to Deposit Account Ho, 50* 
4307 Onie o - iOhUSI 



in the event thai an extension of time *s required, or which may be 



required in addition to that requested in a petition for an extension of t=me. the 
Commissioner is requested to grant a petition fo? thai extensio? > is 
V ! v v» make *^ response timely and is hereby authorized to change any tee for 

Account No. 50-4387, Order No. 92114.005US1. 



Correspondence Address: 

* "Md&TAFfLLP 

O v S D 

New VorK. NV 10281 

(21 2 s 504-6000 Toiechone 

(212) 504-6066 Facsimile 



Respectfully submitted, 



Cadwalaosr. , ^ - - *nr LLP 




By: 




